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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )[3 Responsive to communication(s) filed on 2 April 2007 . 
2a)D This action is FINAL. 2b)[3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-30 is/are pending in the application. 

4a) Of the above claim(s) 6.8 and 18-30 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1-5.7 and 9-17 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Applicant's election with traverse of restriction requirement in the reply filed on 2 
April 2007 is acknowledged. The traversal is on the ground(s) that: 

1) Claim 18 of Group IV and claim 3 of Group I are both directed to 
compositions comprising a biocompatible polymer including a plurality of inclusion 
hosts; linking molecules, each linking molecule comprising at least two moieties that 
form inclusion complexes with the inclusion hosts, wherein the linking molecules 
crosslink the polymer; and a therapeutic agent/biologically active compound. There is 
significant overlap between these two Groups as demonstrated by the fact that the 
elected species as well as other species disclosed in the application fall within the ambit 
of both Groups. As such, Groups I and IV cannot be mutually exclusive, as argued by 
the Office, and their restriction based on MPEP 806.05(j) is improper. 

2) Regarding restriction of Groups II, III, and VI from Group I, Applicants note that 
Groups II, III, and VI all recite methods comprising a polymer composition of Group I, 
and so any search of the polymer composition of Group I would necessarily uncover the 
methods recited in Groups II, III, and VI. In fact, the elected species falls within the 
ambit of all of Groups I, II, III, and VI. Hence, there is no additional burden on the Office 
in searching the claims of Group I in combination with those of Groups II, III, and VI. 
Accordingly, Groups II, III, and VI should be rejoined with Group I. 

3) Furthermore, the Office concludes without evidence or support that "[i]n the 
instant case, the process for using the product as claimed can be practiced with a 
materially different product. Likewise, the product as claimed can be used in a materially 
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different process of using said product." What is the "materially different product" or the 
"materially different process" on which the propriety of instant restriction requirement 
turns? These critical elements for establishing the restriction requirement are not 
provided by the Office. While Office does cite MPEP 806.05(h), it only partially employs 
it's instruction. 

This is not found persuasive because for the reasons that follow: 
Firstly, Examiner has properly restricted instant claims 1-30. There is the further 
assertion that claims 8 and 18 are mutually exclusive. Claim 8 is directed toward a 
method for administering a biologically active compound to a patient, comprising 
administering to the patient a polymer composition of claim 3. Claim 18 is directed 
toward a therapeutic composition comprising a) a biocompatible polymer including a 
plurality of inclusion hosts, b) linking molecules, each linking molecule comprising at 
least two moieties that form inclusion complexes with the inclusion hosts, and c) a 
therapeutic agent, wherein the linking molecules crosslink the polymer. There is 
apparent and obvious mutual exclusivity and, therefore, a restriction requirement is 
proper. 

Secondly, any search of the polymer composition of Group I does not necessarily 
equivocate in uncovering the possible plethora of methods recited in Groups ll-VI. 
Applicants' allegations have no factual basis to support this specific traverse. The 
elected species which " fall within the ambit of all of Groups I, II, III, and VI" are further 
and obvious indication that it would be an undue search burden upon the Examiner if all 
the claims of said Groups were to be searched all together. 
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Thirdly, apparent clarification may be required to adequately elucidate what is the 
"materially different product" or the "materially different process" on which the propriety 
of instant restriction requirement turns. Applicant discloses in Remarks on page 3 (first 3 
sentences of 3 rd paragraph) that, "Moreover, in asserting that Groups I and IV are 
distinct, the Office finds that these Groups are related as product and process of use. 
This is without question incorrect, since the claims of neither Group I nor Group IV are 
process claims. Hence, Groups I and IV cannot be held distinct based on an alleged 
relationship of product and process of use." Applicants are indeed correct in this 
instance. Groups I and IV are both directed toward products. 
Thus, it should read: 

Inventions I and IV are related as products of use. The inventions can be shown 
to be distinct if either or both of the following can be shown: (1) the process for using the 
product as claimed can be practiced with another materially different product or (2) the 
products as claimed can be used in a materially different process of using that product. 
See MPEP § 806.05(h). In the instant case, a practicing polymer composition may be 
used in a materially different process of using a practicing therapeutic composition. A 
practicing polymer composition may be void of any therapeutic activity. One of ordinary 
skill in the pertinent art would instantly recognize the distinction between invention of 
Group I and IV. The polymer composition may be used in practicing diagnostic method 
steps. Therefore, Inventions I and IV are maintained as mutually exclusive. 

Accordingly, Inventions II, III, V, and VI are related as methods/processes of use. 
The inventions can be shown to be distinct if either or both of the following can be 
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shown: (1) the process for using the product as claimed can be practiced with another 
materially different product or (2) the products as claimed can be used in a materially 
different process of using that product. See MPEP § 806.05(h). In the instant case, the 
process for using the product as claimed can be practiced with another materially 
different product. For instance, the methods as disclosed in Groups II, III, V, and VI may 
be practiced with a polymer and/or therapeutic composition of a different classification 
other than the claimed invention. The distinctness in the disclosed methods may require 
modification to the practicing compositions disclosed. A method for transfecting a cell 
with a nucleic acid is distinct from a method for preparing a crosslinked polymer. 
Further, both above said methods are distinct from a method of treating a wound. For 
these reasons above, Inventions II, III, V, and VI are maintained as mutually exclusive. 
The requirement is still deemed proper and is therefore made FINAL. 

Election of Species 

Applicants hereby provisionally elect Group I (claims 1-5, 7, and 9-17). 

Further, Applicants hereby elect, for search purposes only, the polymer 
composition comprising the polymer of Example 3 (linear CD-PEG), the linking molecule 
of Example 9, and a nucleic acid as a biologically active compound. 

Claim Rejection- 35 USC§-112, 2 nd paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claims 2-5,7, and 9-14 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claims 2-5,7,9-14 recite the limitation "A polymer". There is insufficient 
antecedent basis for this limitation in the claim. It is unclear if instant claims 2-5,7,9-14 
are dependent from instant claim 1 in subject matter directed toward "A polymer". 
Instead, instant claims 2-5,7,9-14 should be preambled by "The polymer" in each claim 
to provide proper antecedent basis. 



Claim Rejections -35 USC§ 103(a) 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 1 02 of this title; if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

Joint Inventors 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
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not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1 and 15-17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Middleton et al. Synthetic biodegradable polymers as orthopedic devices, 
Biomaterials 21 (2000) pgs 2335-2346, and Kosak (USPGPUB 2001/0034333 A1). 

Middleton et al. teach the practicing art of polymer biopharmaceutics (Abstract). 

Middleton et al. teach biocompatibility and biodegradeability and all 
characterizations and susceptibilities of such above properties. 

Middleton et al. does not teach the limitations further disclosed in instant claims 1 
and 15-17. 

However, Kosak teaches compositions of cyclodextrin polymers for carrying 
drugs and other active agents. Compositions are also disclosed of cyclodextrin polymer 
carriers that release drugs under controlled conditions. The invention also discloses 
compositions of cyclodextrin polymer carriers that are coupled to biorecognition 
molecules for targeting the delivery of drugs to their site of action. 

The advantages of the water-soluble cyclodextrin polymer carrier are: 

(1) Drugs can be used based on efficacy without solubility or conjugation requirements. 

(2) Drugs can be delivered as macromolecules and released within the cell. 

(3) Drugs can be targeted by coupling the carrier to biorecognition molecules. 
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(4) Synthesis methods are independent of the drug to facilitate multiple drug therapies. 

Kosak teaches inclusion complex formation and dissociation [0007]. 

Kosak teaches inclusion complex with a cyclodextrin or cyclodextrin polymer 

[0020]. 

Kosak teaches cyclodextrin functioning as a "host" molecule, combined with one 
or more "guest" molecules that are contained or bound, wholly or partially within cavity 
[0064]. 

Kosak teaches a practicing method linking molecules linking to the polymer 
crosslinking [0082; 0091]. 

Kosak teaches cyclodextrin polymer bonds to polymer backbone [0115]. 

Thus, it is prima facie obvious to combine two compositions each of which is 
• taught by the prior art to be useful for the same purpose, in order to form a third 
composition to be used for the very same purpose.... [T]he idea of combining them 
flows logically from their having been individually taught in the prior art." In re 
Kerkhoven, 626 F.2d 846, 850, 205 USPQ 1069, 1072 (CCPA 1980) (citations omitted) 
(Claims to a process of preparing a spray-dried detergent by mixing together two 
conventional spray-dried detergents were held to be prima facie obvious.). See also In 
re Crockett, 279 F.2d 274, 126 USPQ 186 (CCPA 1960) (Claims directed to a method 
and material for treating cast iron using a mixture comprising calcium carbide and 
magnesium oxide were held unpatentable over prior art disclosures that the 
aforementioned components individually promote the formation of a nodular structure in 
cast iron.); and Ex parte Quadranti, 25 USPQ2d 1071 (Bd. Pat. App. & Inter. 1992) 
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(mixture of two known herbicides held prima facie obvious). But see In re Geiger, 815 
F.2d 686, 2 USPQ2d 276 (Fed. Cir. 1987) ("Based upon the prior art and the fact that 
each of the three components of the composition used in the claimed method is 
conventionally employed in the art for treating cooling water systems, the board held 
that it would have been prima facie obvious, within the meaning of 35 U.S.C. 103, to 
employ these components in combination for their known functions and to optimize the 
amount of each additive. Appellant argues... hindsight reconstruction or at best, .... 
obvious to try'.... We agree with appellant."). 

Further, one of ordinary skill in the pertinent art of polymer biopharmaceutics at 
the time of invention would have at once recognized a reasonable expectation of 
success by incorporating the teachings of Middleton et al. and Kosak. Middleton et al 
teaches the fundamentals of polymer characteristics and susceptibilities. Kosak teaches 
the motivation to combine. Kosak specifically teaches cyclodextrin polymer moieties and 
the properties of such moieties. Furthermore, one of ordinary skill in the pertinent art 
would instantly recognize the necessity to optimize due experimentation, thereby 
encompassing the central issue of claimed invention. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Timothy E. Betton whose telephone number is (571) 
272-9922. The examiner can normally be reached on Monday-Friday 8:30a - 5:00p. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on (571) 272-0718. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



TEB 
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